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3oV1PEH V13BEWTAJ 3A OC05V1HV1TE HA nEKOT 

FLUOKSETIN I <DnYOKCETVlH 

fluoxetine 

KancynJtt 

1. 111ME HA nEKOT: 

FLUOKSETIN I <l>flYOKCET~H 

2. KBAnii1TATII1BEH 111 KBAHT111TATII1BEH COCTAB: 

3. 

fluoxetine (Kancynlll OA 20 mg cpnyoKceTIIIH so cpopMa Ha 
cpnyOKC9TIII H XIIIAPOXI10p1t1A) 

CDAPMAUEBTCKI/1 Oonii1K: 

Kancyn., 
. 

4. Knii1HII1YKII1 nO)J.ATOUI/1: 

4.1. TepanesrcKu 11HP.J1K8Lll111 
- Aenpeclllja; 
- onceclf1sHO-KOMnyn31t1BH!f1 nopeMeTYBat-ba; 
- bulimia nervosa. 

4.2. /l,o3upal-be u H84J1H Ha ynorpe6a 
/].enpec/lija: Boo6w-1aeHa noYeTHa A03a e 20 Mr AHesHo. no noTpe6a, 
A03aTa ce 3roneMysa ce AO nocTI.JirHysat-beTo Ha Tepanlt1CKl1 ecpeKT, 
HO He noseK:e OA 80 Mr AHesHo. ,Q03l1Te KOI.JI ce noslt1COKl1 OA 20 Mr 
AHeBHO ce AaBaaT nOAeneHI.JI BO ABe A031t1 (HayTpO 1t1 HannaAHe). 



5yn11M/Ifja: <DnyoKC9TVIHOT Ce gasa 80 A03a OA 60 Mr AH9B.HO, 
nogeneHa so gee A03VI. 

Kaj naU.VI9HTVI CO T9WKVI OWT9TyBat-ba Ha 6y6pe3VIT9 VI Ha U.PHVIOT 
gpo6 no4eTHara A03a rpe6a ga ce ogpegysa VIHAVIBVIAyanHo. 

OnTVIMam.fVI ecpeKTVI OA repanVIjara ce 04et<ysaar nocne 3-4 HegenVI 
repanVIja. 

4.3. KOHTP811H/]./IfK8U,/IfJ.1 

npeOC9TJ1VIBOCT Ha cp1lyOKC9TVIH VI VICTOBpeMeHa TepanVIja CO 
VIHXVI6VITOPVI Ha MAO. 

4.4. MepKM Ha npeTna3nMBOCT 

<DnyoKceTVIHOT rpe6a nperna3J1VIBO ga ce npVIMeHysa Kaj nau.VIeHTVI 
CO T9WKVI 6y6p9)1(HVI VI xenaTaJlHVI OWT9TyBat-ba, Kaj 60J1HVI OA 
enlt1nencVIja VI Kaj naU.VI9HTVI CO CYVIU.VIAHVI CKJ10HOCTlt1. 
Tpe6a ga ce Vl36erHysa Herosara npVIMeHa Kaj geu.a noManlt1 OA 15 
fOAVIHVI . 
npVIMeHaTa Ha MAO VIHXVI6VITOPVI Tpe6a ga ce .npeKVIHe HajMaJlt<y 2 
HenenVI npen sosenysat-be Ha repanVIjara co cpnyoKceTVIH, a 
repanVIjara co MAO lt1HXVI6VITOPVI MO)I(e ca 3ano4He 5 Hegenlt1 no 
npecraHOK Ha repanVIjara co cpnyoKceTVIH. 
Tepan1t1jara co cpnyoKceTVIH He rpe6a Harno ga ce npeKVIHysa. 
D.o3ara rpe6a nocreneHo na ce penyu.1--1pa Ja ga ce Vl36erHe 
BJlOWyBaH>e Ha CVIMnTOMlt1T9. 
3a speMe Ha repan1--1jara co cpnyoKceTlt1H rpe6a na ce Vl36erHysa 
80391-b& VI pat<yBat-be CO MaWVIHVI. 

4.5. /11HT8p8KU,/If/lf 

- MAO /lfHX/116/IfTOpM: npVI lt1crospeMeHa npVIMeHa goafa no 3roneMeHa 
ceporoHVIHCKa aKTVIBHocr, Koja MO)I(e na nosene go nojasa Ha 
"cepOTOHVIHCKVI Clt1HAPOM"·. · 
- Tpl1nTocjJaH: 111CTOBpeMeHaTa npVIMeHa MO)I(e na lJ,aAe CVIMnTOMVI 
CJ1lt14HVI Ha OHVI9 KOra cpny0KC9Tlt1HOT ce nplt1MeHyBa VICTOBpeMeHO CO 
MAO .VIHXVI6lt1TOpVI. 
- TpMU,/IfKfl/lfi.JH/11 /If P.pyr/11 aHT/11/l,enpec/lfB/If: lt1CToapeMeHara npVIMeHa 
AOBegysa AO 3f0J19M9HVI KOHU.9HTpaU.lt1VI Ha Tplt1U,VIKJ1V14HVIT9 
aHTVIgenpecVIBVI so nna3MaTa, wro li,osegysa go noroneMa 
cppeKB9HU.VIja Ha H9CaKaHVITe nejCTBa KaKO WTO ce cegaU.VIja, 
nCVIXOMOTOpHa ycnopeHOCT, VITH. 
- 5eH30/]./Ifja3enJ.1H/If 11 ll.PYT/11 aHKC/IfOfl/lfT/IfU,/11: <DJlyOKCeTlt1HOT ro 
t.1HXH61t1pa MeTa60Jllt13MOT Ha lJ,lt1a3enaM t.1 Ha llPYfVITe aHKClt10JlVITlt1U.lt1 
CO CJllt14eH MeTa60J1VI3aM, HO HeMa 3Ha4ajHO BJ1VIjaHlt1e Ha 
cpapMaKOJlOWKHTe ecpeKTVI Ha OBVIe J19KOBH. 
- AHTJ.1nCJ.1XOTJ.1U,J.1.' npVI VICTOBpeMeHa npHMeHa CO xanoneplt1 ' ,. 0~'-tr.
MO)KHa e nojasa Ha eKCTpanlt1paMlt1AaJleH CVIHAPOM pe3lt1CT · t~~a 1.4 ~~0 
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Tepan111ja. <DnyOKCeTII1HOT MO)f(e ,o.a ja 3roneMII1 TOKCII14HOCTa Ha 
flii1TII1YMOT, HO MO)f(e ,o.a npe,O.II138111Ka 111 cnpOTII18Ha peaKU,II1ja -
HaMany8aJ-be Ha KOHU,eHTpaU,II1111Te Ha flii1TII1yM. 
- AHTJ1emmenn1Lt11: cpnyoKceTII1HOT ro 111HXII16111pa MeTa6onii13MOT Ha 
08111e neKOBII1. 
- J1HCYfli1H J1 p,pyr11 8HTJ1P,J1ja6eTJ1L.tU: cpnyoKCeTII1HOT 8flll1jae Bp3 
KOHTponaTa Ha r11111KeMII1jaTa, TaKa wTo np111 TepamtjaTa co 
cpnyoKC9TII1H noTpe6Ho e .o.a ce np111naro,o.111 ,o.oJaTa Ha 111Hcynii1H 111 
.o.pyr111 aHT111A111ja6eTII1U.II1. 
- AHTI1xucraMJ1HULWf. <DnyoKceTII1H r111 noTeHu,ll1pa ecpeKTII1Te Ha 
aHTII1XII1CTaMII1H111U,II1Te. 

4.6. 5peMeHOCT !t1 P,Oefbe 
He ce npenopa4y8a ynoTpe6aTa Ha cpnyoKceTII1H 80 TeKoT Ha 
6peMeHocTa 111 ,o.oeJ-beTo. 

4.7. · BnMjaHue ap3 cnoco6Hocra 3a ao3efbe unu paKJIBafbe co M8WJ1HJ1 

~ 3a 8peMe Ha repan111jara co cpnyoKceTII1H rpe6a .o.a ce 11136erHy8a 

B03eJ-be 111 paKyBal-be co MaWII1HII1. 

4.8. HecaKaHu p,ejcraa 
<DnyoKceTII1HOT ,o.o6po ce no,o.Hecyea 111 npeKII1H Ha repan111jaTa nopa,o.111 
HeCaKaHII1 ,o.ejCTBa e MHOry nopeAOK OTKOJlKY np111 np111MeHaTa Ha 
.o.pyr111 aHTII1,o.enpeCII18111. Haj4eCTII1 HecaKaHII1 ,o.ejcTsa ce 
racTp0111HTeCTII1HanHII1: ra,o.el-be, noepat<al-be, ,o.111apea, !11TH,. 
HeeponowKII1 HecaKaHII1 ,o.ejcrea ce aHKCII1003HOCT, HeCOHII1U.a 111n111 
nocnaHocr, 3aMop, KOHsyn3111111, spTornas111u,a. 
3ro.neMeHo noTeJ-be, npyp111ryc 11111111 KO)f(eH 111CII1n ce peTKII1, HO MO)f(e 
.o.a 6111,o.aT npii14111Ha Ja npeKII1H Ha repan111jaTa. 

4.9. npep,o3upa!be 
npe,0.03111pa1-beTo co cpnyoKCeTII1H e peTKO. C!I1MnTOM111 Ha 
npe,0.03111pa1-be ce: TOHII14HO-KnOHII14HII1 rp4eBII1, TaXII1Kap,o.ll1ja, 
8pTornaB111U.a, xanyu,111Hau,111L<i, rpeMop, ra,o.el-be, nospat<al-be 111 ,o.pyr111. 
Cneu,111cpll14eH aHT111AOT He nocro111 , a Tepanll1jaTa e CII1MnToMaTcKa. 

5.0. <DAPMAKOnOWKII1 CBOJCTBA 

5.1. <1JapM8KOP,J1H8MCKJ1 CBOjCTBa 
- cpapMaKorepanll1cKa rpyna 
aHnJAenpec~s I ceneKT~BeH ~Hx~6~Top Ha nosTopHoTo 
npes3eMatbe (reuptake) Ha ceporoH~HOT 

- MeXaHII13aM Ha ,o.ejCT80 111 cpapMaKOA111HaMCKII1 ecpeKTII1 ~· 
<DnyOKCen1HOT e aHTII1,0.enpeCII1B OA "eropa reHepaU,111ja ", KOj He ~:J ~-f4' 
np111nafa eo rpynara Ha rp111U.II1KJ11114HII1 aHTII1,o.enpecii1BII1 . Toj e :.- .:.~ ' ~1) 
cneu.ll1cpll14eH 111HXII16111TOP Ha nosropHoro npe83eMaJ-be (reuptake) ~~ A ~ ~ 
cepOTOHII1HOT, ,O.O,O.eKa Bp3 nOBTOpHOTO npeB3eMal-be Ha ~ v 8 ~ 
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5.2. 

5.3. 

6.0. 

HopaApeHaJU1HOT H Ha APYrHTe HespoTpaHCMHTepH HMa MHOry Man 
ecpeKT. To4HHOT MexaHH3aM Ha Herosoro AejcTso ceywTe He e 
coceM pa3jacHeT. 
lt1HXH6HU,HjaTa Ha nOBTOpHOTO npes3eMat-be Ha cepOTOHHHOT 3aBHCH 
OA KOHU,8HTpau,HjaTa Ha JleKOT BO nJla3MaTa. 
npBHT8 ecpeKTL-1 OJ). npHMeHaTa Ha JleKOT ce 048KyBaaT nO 1-2 
H8A811H, AOJleKa OnTHMaJlHL-1 ecpeKTH MO)KaT Aa Ce 04eKyBaaT no 4 
HeAeJlH. 

(f)apM8KOKIIIH8TCKIII CBOjCTBa 

<DnyOKCeTHHOT 6p30 ce pecop6Hpa OA raCTpOHHTeCTHHaJlHHOT TpaKT. 
MaKCHMaJlHHTe KOHU,8HTpaU,HH BO nna3MaTa ce nOCTHrHysaaT 3a 6 -
8 l.faca. Bp3yBat-t>eTo 3a nporeHHHTe so nna3Mara e 94:5 %. 

. <DnyoKceTHHOT necHo ja npeMHHysa xeMaroeHu,ecpanHara 6apHepa, 
HO He nocrojar nonarou,H AanH ja npeMHHysa nnau,eHrapHara 
6apHepa. Man npou,eHT OA npoMeHaTa A03a OA crpaHa Ha !\f1ajKaTa 
Ce Lo13Jla4yBa 80 Maj4HHOTO MJleKO, HO ecpeKTHTe Bp3 AOeH4eTO He ce 
no3HaTH. Toj ce Mera6onH3Hpa so u,pHHOT AP06, npH wro HajroneM 
A8Jl Ce TpaHCcpOpMHpa BO HOpcp!lyOKCeTHH, KOj e Heros aKTHBeH 
MeTa60JlHT. nonyspeMeTO Ha eJlHMHHaU,Hja Ha cpnynOKCeTHHOT e 4-6 
AeHa, AOAeKa Ha HOpcpnyOKCeTHHOT e 4-16 AeHa. <DnyOKCeTHHOT 
BOmaBHO ce eJlHMHHHpa npeKy 6y6pe3HTe (OKOllY 60 %). 
CaMo 2,5-5 % ce enHMHHHpa so ypHHara KaKo HenpoMeHeT neK, 
JlOJleKa OCTaTOKOT ce enHMHH1t1pa BO 06Jllf1K Ha MeTa60JlHTif1. Man Aefl 
ce lf13Jla4ysa npeKy cpeu,ecor. 

npeTKniiiHIII4KIII nop,aTOU,III 
TOKCif1KOJl.OWKif1Te HCnHryBat-ba ce OnWHpHO Onlf1WaHH BO 
EKcneprcKif10T lf13sewraj 3a OA 2007 rOAHHa. 

<DAPMALI,EBTCKltl nO,O.ATOLI,l/1 

6.1. Cocraa 

1 Kancyna COAP)Kif1 20 mg cpnyOKC8Tif1H BO cpopMa Ha cpnyOKC8Tif1H 
Xlf1APOX110Pif1A. 

6.2. EKcu,unueHTIII 

M1t1KpOKplf1cranHa u,enyno3a 
naKT03a MOHOXHApaT 
KOJlOif1AeH Clf111HU.HYM Alf10KCHA 
MarHe3HYM CTeapaT 

6.3. naK}'Batbe 

Kyr1.1ja co 20 KancynH OA 20 mg 
Kyr1.1ja co 30 Kancynlf1 OA 20 mg 
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6.4. PoK Ha rpaefbe 
2 rOAII1H111 

6.5. HaLfMH H8 LfyBafbe 
,D,a Ce yyaa Ha TeMnepaTYpa AO 25°C, 3aWTII1T9HO OA CB8T11111Ha. 
nEKOT,D,A CE 4YBA HA MECTA HE,D,OCTAnHV1 3A .O.EUATA! 

6.6. K8p8KTepi1CT11KI1 Ha BH8TpewHoro (KOHTaKTHO) naK}'B8fbe 
5J1111CTep naKyBat-be OA a11yMII1HII1YMCKa TBpAa cpom1ja 111 nBU cp011111ja 

6.7. Ha4uH Ha 113JJ.8Bafbe 
neKOT ce VJ3Aaaa co neKapcKVJ peu.enT . 

7.0. J1Me U 8P.peca H8 npOI13BOJJ.I1T8flOT 
A,D, JAKA 80 PaAOBII1W 
Peny611111Ka MaKeAOHVJja 

8.0. 1!8ra H8 npsara perucrpaL(uja 
14.06.2001 

9.0. JlaT8 Ha nocneP.Hara pesusuj8 H8 36upHuor ussewr8j 38 oco611Hure 
H8 neKOT 

CKonje, jynVJ , 2007 r. 


